
CENTER FOR DRUG EVALUATION AND RESEARCH

Approval Package for:

Application Number :    074602

Trade Name :    LACTULOSE SOLUTION 10g/15ml    

Generic Name:   Lactulose Solution 10g/15ml        

Sponsor : Morton Grove Pharmaceuticals, Inc.   
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ANDA 74-602

Morton Grove Pharmaceuticals, Inc.
Attention: William F. Hendershot, Ph.D.
Agent for: Morton Grove Acquisitions Corp.
6451 West Main Street
Morton Grove, IL 60053
llll,llll,tlll#lll,ll,,llIllilcl

Dear Sir:

This is in reference to your abbreviated new drug application
dated December 30, 1994, submitted pursuant to Section 505[j) of
the Federal Food, Drug, and Cosmetic Act, for Lactulose Solution
USP, 10 g/15 mL.

.
Reference is also made to your amendments dated September 12,
1995 and July 2, 1996.,/

We have completed the review of this abbreviated application and
have concluded that the drug is safe and effective for use as
recommended in the submitted labeling. Accordingly, the
application is approved. The Division of Bioequivalence has
determined your Lactulose Solution USP, 10 g/15 mL to be
bioequivalent and, therefore, therapeutically equivalent to the
listed drug Chronulac@ of Hoechst Marion Roussel.

Under 21 CFR 314.70, certain changes in the conditions described
in this abbreviated application require an approved supplemental
application before the change may be made.

Post-marketing reporting requirements for this abbreviated
application are set forth i.n21 CFR 314.80-81. The Office of
Generic Drugs should be advised of any change in the marketing
status of this drug.

We request that you submit, in duplicate, any proposed
advertising or promotional copy which you intend to use in your
initial advertising or promotional campaigns. Please submit all
proposed materials in draft or mock-up form, not final print.
Submit both copies together with a copy of the proposed or final
printed labeling to the Division of Drug Marketing, Advertising,
and Communications (HFD-240). Please do not use Form FD-2253
(Transmittal of Advertisements and Promotional Labeling for Drugs
for Human Use) for this initial submission.



..,

Paga 2

\

/’”
We call your attention to 21 CFR 314.81(b) (3) which requires that
materials for any subsequent advertising or promotional campaign
be submitted to our Division of Drug 14arketing, Advertising, and
Communications (HFD-240) with a completed Form FD-2253 at the
time’of their initial use.

Sincerely yours,

Douglas L. Sporn
Director
Office of Generic Drugs
Center for Drug Evaluation and Research
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ANDA 74-602LACTULOSE SOLUTION,USP 10s5/15mL
PRODUCT CODE S037

8 FL OZ (237 mL) FINAL PRINTED CO~AINER LABELING

MGP,“



LACTULOSE SOLU~ON, USP
10g/15mL ‘
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1.

2.

3.

4.

5.

6.

8.

9.

10.

12.

CHEMIST’S REVIEW NO.4

~ 74-602

NAME AND ADDRESS OF APPLICANT
Morton Grove Pharmaceuticals
6451 West Main Street
Morton Grove, Illinois 60053

/’”

BASIS FOR SUBMISSION
Page 000011 includes a statement claiming that the patent
has expired (Paragraph II certification). The following page
states also that exclusivity has expired.

supplement S)

NA

PROPRIETARY NAME
Chronulac

SUPPLEMENT(S) PROVIDE(s) FOR :
N/A

AMENDMENTS AND OTHER DATES:

7. NONPROPRIETARY NAME
Lactulose Solution

Original Submission
Refuse to File Letter
Amendment
Acknowledgement
FDA Deficiency letter
Amendment
FDA Deficiency Letter
Amendment
FDA Deficiency Letter
Amendment

December 30, 1994
February 2, 1995
February 7, 1995
March 3, 1995
June 1, 1995
August 7, 1995
January 19, 1996
February 23, 1996
June 4, 1996
July 2, 1996

PHARMACOLOGICAL CATEGORY 11. Rx or OTC
Laxative Rx

RELATED INDINDAIDMF(s)



Comment:

*The firm was advised that U DMF references should be included
on the 356h form filed with each new amendment. A new form should
be submitted. The firm resubmitted this i.nformatj.onon a n~’”
356h.

13.

15.

DOSAGE FOFU$ 14. W TENCY
Oral Solution 10 g/15

CHEMICAL NAME AND STRUCTURE
4-O-beta-D-Galactopyranosyl-D-fructofuranose

16. BECORDS AND REPORTS
N/A

17. COMMENTS
All minor deficiencies have been resolved.

18. CONCLUSIONS AND RECOMMENDATIONS
This application is now approvable.

19. REVIEWER:
Radhika Rajagopalan, Ph.D.

..

2

mL

DATE COMPLETED:
10/17/96

I
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ANDA 74-602 \
74-603

MortonGroveAcquisitionCorp.
Attention:WilliamF.Hendershot,Ph.D.
6451WestMainStreet
MortonGroveIL 60053

DearSir:

Referenceismadetoyourabbreviatednew drugapplicationsubmitted pursuant to Section 505 ~)
of the FederalFood, Drug and Cosmetic Act for Lactulose Solution USP, 10g/15 rnL.

The Division of Bioequivalence has completed its review and has no firther questions atthis
time.

Please note that the bioequivalency comments expressed in this letter are preliminary. The above
1 bioequivakxqr comments maybe revised after review of the entire applicatio~ upon consideration

of the chemistgr, manufkturkg and controls, microbiology, labeling or other scientific or regulatory
issues. A revised determination may require additional information and/or studies, or may conclude
that the proposed formulation is not approvabie.

Sincerely yours,

1’II&6K. Chax@kD.
Director, Division obioequivalence
Office of Generic Drugs
Center for Drug Evaluation and Research
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Lactulose Solution, USP

10 g/15 mL

ANDA #74-602

ANDA #74-603

Reviewer: Moo Park

Filename: 74602AW.895

519m

Morton Grove Pharmaceuticals

Morton Grove, IL

Submission Date:

August 30, 1995

September 12, 1995

Review of two Amendments

I. Objective

Review of Morton Grove’s amendments to its waiver
its Lactulose Solution, USP, 10 g/15 ML, in ANDAs
603. The reference products are Marion Merrell Dow’s ChronulacR

requests for
#74-602 and 74-

(Lactulose Solution), 10 g/15 mL (oral administration, ANDA
#74602), and CephulacR (Lactulose) Syrup, 10 g/15 mL (oral or
rectal administration, ANDA #74-603) .

II. Comments

1. The test and reference products are a solution dosage form
for oral or rectal administration. Morton Grove’s
formulations for the ANDAs #74-602 and 74-603 are exactly
same.

Test and Reference Formulations
Amount/15 ML

Ingredient Test Product Reference Product
(ChronulacR and
CephulacR)

Lactulose 10 g 10 g
Galactose

..
Lactose

Fructose

Water qs to 15 mL qs to 15 mL

2. Qrug Master File for the active
was reviewed by Dr.

satisfactory as of 10/26/95.

ingredient,
Karen Bernard as
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3. Morton Grove’s waiver requeStS are granted for mAs #74-602

and 74-603,

III. Recommendation

The Division of Bioe~ivalence agrees that the information
submitted by Morton Grove Pharmaceuticals demonstrate that
Lactulose Solution, USP, 10 g/15 mL, falls under 21 CFR Section
320.22 (b) of the Bioavailability/ Bioequivalence Regulations.
The waivers of in vivo bioequivalence study requirements for the
test products for ANDAs #74-602 and 74-603 are granted.

TheDivision of Bioe~ivalence deems Morton Grove’s Lactulose
-–l

‘:ion,USP, 10 g/15 mL, to be bioe~ivalent to Maion Merrell
UOW’S ChronulacR and CephulacR, 10 g/15 mL.-.

The firm should be informed of the recommendation.

Qqapjii
Moo”Par , Ph.D.
Review Branch III
Division of Bioe~ivalence

RD INITIALED RMHAT~
FT INITIALED RMHATRE
Ramakant M. Mhatre, Ph.D. L

/ ‘Y7$V(
Branch Chief, Review Branch ~~-
Division of Bioequivalence

/IL ,.4

Concur: ‘ ti= h *p k ~-$z- = Date:
Keith K. Chan, Ph.D;
Director
Division of Bioe~ivalence

cc : ANDA #74-602 and 74-603 (original, duplicate)
(Hare), HFD-600HFD-630, HFD-658 (Mhatre, Park), Drug’File
File , Division

File History: Draft (1/30/96); Final (2/1/96)

1
,


